SENATOR ROGER MARSHALL WASHINGTON OFFICE

State of Kansas Russell Senate Office Building, B-33
Washington, D.C. 20002

Anited States Senate

Washington D.C. 20510

August 2, 2021

VIA ELECTRONIC TRANSMISSION

The Honorable Xavier Becerra Dr. Janet Woodcock

Secretary Acting Commissioner

U.S. Department of Health and Human Services U.S. Food and Drug Administration
200 Independence Avenue, SW 10903 New Hampshire Avenue
Washington, D.C. 20201 Silver Spring, M.D. 20993

Secretary Becerra and Acting Commissioner Woodcock:

Thank you for your contribution in addressing the COVID-19 pandemic. As of today, over 164
million Americans have been fully vaccinated and/or have gained immunity through natural
infection.! However, the delta variant now poses a threat to undo the significant progress we made to
restore our way of life. In order to combat the delta variant, federal agencies must remain committed
to providing expeditious and complementary patient-centered solutions. To this end, I urge the Food
and Drug Administration (FDA) to work expeditiously in approving Biologics License Applications
(BLA) for COVID-19 vaccines.

In early May, Pfizer announced the initiation of the BLA for the approval of their vaccine for patients
16 years and older.? It was completed in a matter of weeks, and FDA formally accepted the
application and granted it a Priority Review designation in mid-July.® Similarly, Moderna announced
its initiation of the rolling BLA application for patients 18 years and older in June.* The goal date for
a decision on Pfizer’s BLA is January 2022, however, it is my understanding that there are no
regulatory constraints to fully approve their application before this deadline. Success may be right
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around the corner as robust amounts of clinical data and real-world evidence can substantiate the
clinical benefit of the vaccine for various patient populations.

As the FDA considers these applications, I also urge the FDA and other HHS agencies to strongly
consider emerging real-world evidence and conduct its own research that will increase the level of
protection for our most vulnerable patient populations. As you know, COVID-19 disproportionately
impacts senior citizens and patients with underlying health conditions.® Specifically, 95 percent of
COVID-19 deaths in the U.S. occurred for patients over 50 years of age with about 8 in 10 deaths
over 65 years, and 83 percent of all deaths occurred in patients with pre-existing comorbidities.®
Recognizing the need to prioritize efforts on the most vulnerable patients, several countries have or
are planning to give booster shots. The Israel health ministry implemented a plan to give booster
shots to patients over 60 following a review of vaccine and breakthrough infection data.”®° The
United Kingdom and Germany recently announced that their health agencies are preparing to offer
COVID-19 vaccine boosters as early as next month.'° The United Kingdom released a report on their
potential booster program prioritizing vulnerable patients as noted above, but also included
household contacts for immunosuppressed patients.!

I urge the FDA to reach a decision as quickly as possible because full approval will help get more
shots into arms. The BLA review involves a deeper dive of data for safety and effectiveness, and
across the country, unvaccinated Americans say that the FDA approval could be the deciding factor
in them choosing to receive the vaccine.’> 34 A recent Kaiser Family Foundation poll found that
over 30 percent of unvaccinated Americans were waiting for vaccines to receive full approval.'®
While there is no single silver bullet to address vaccine hesitancy, | do know that patients are more
willing to accept a fully approved medical product.
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As a physician, | practice evidence-based medicine and rely on the FDA’s rigorous gold-level
standards in ensuring the safety, efficacy and security of all medical products | use and prescribe.
Full approval of the vaccines can help physicians and other health care providers better serve their
patients in discussing the benefits of the vaccines, and the benefits of boosters for patients who might
fail to generate a sufficient immune response. Thank you for considering this urgent request quickly
issue a full approval while remaining transparent and ensuring patient safety. | look forward to your
reply.

Sincerely,

ZANY -

Roger Marshall, M.D.
U.S. Senator



